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Ms.Marquita Steadman, Esq. 
Mail Code HFS-007 
Phone: (301)827-6733 
Fax: (301)480-5730 

Dear Sir, 

My name is Kazuaki Kawashima who attended on Food Security and Recall 
Workshops on July 25,2002. 
I am sorry that 1 suddenly sent this letter to you. 
I am really worried about the following letters. 
1 have some questions about the following papers about Section 305(Registration of 
Food Facilities), Section306 (Establishment and Mainteuance of Records), 
Section307 (Prior Notice of Imported Food Shipments), and Section 
303(Administrative). 
What do we have to do now about those things now? 
Do we have to register before Dec.12.2003? 
Do you have any application forms about those things? 
If we do this, could you please toll me how to do this in details? 
1 am really sorry to trouble you, please tell me about those questions. 
Thank you, 

Si cerel &a _ ’ 

Kazuaki Kawashima 
Azuma Foods International 
1787 Sabre Street 
Hayward, CA 94545 
5 I O-782-11 12(Tel) 
510-782-2254(Fax) 
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Sop-02-2002 03:35pm From- 

DEPAR’I-MFWT OF H9IALTE-l AND M.JiMAN SERVICES 

T-Q84 P 002/005 F-g66 

Public Health Service 

Fmd and Drug Administratian 

July 17,2002 

Dear Colleague, l?DA Foods Co- 

The events of Septetnber 11,200 1, reinforced the need to enhmce the security of the U&d 
States &ml supply. Congress responded by passing the Public Health Security and Bioterrorism 
Preparedness and Response Act of 2002 (‘“the Biotexro~ Act” or “the Act”) ($?LlO%188), 
which President Bush signed iato law on Jme 12,2002.’ The Act is divided into the fbktwing 
five titles; 

. Title I - Natiod Preparedmss fix Biotermkm and Other Public Health Emergencies; 

. Title II - Enhancing ,ControIs on Dangerous Biological Agents and Toxins; 

. Title IIII - Protecting Sakty and Security of Food and Drug Supply; 

. ‘Bie -fV - Drinking Wats security and stay; aad 

. Title V - AddiGofUil Prm&iom. 

The purpose of this letter is: (1) to give you an overview of the four pm&ions in. Ti III, 
Subtitle A (Protecfion of the Food Wpply), which require the Food and Rmg Ad&&m&n 
(FDA) to issue reguhtims in an expedited time period; (2) to inform you how the Department 
and FDA will be proceeding; and (3) to so&it cmmnent on areas of concern to you and 
suggestion3 fbr bow best to communicate those concerns to us. 

A. Provisions Requiring Regulations 

Attachment A prm4des an infarmal summary of the provkions in Title Ill, Su’btitk A of the 
Biotermkm Act. As noted, the Secretary, through the FDA, is required to propose and issue 
fhl regulations for the fkllotig fbur provisions: 

X Se&tin 305 tRq&&dn of Food Facilities) - reqkzs the owner, operatorp or agent in 
charge of a domestic or fbreign fkility to register with the FDA no later than Demnber 
12,2003. FacWies are d&xd as my fktory, ~bm#e, ox e@abli&mcnt, in&ding 
iinport? . The f3ecmay, throughmA. is required to imle fmir@*nn ad& T+islug 

stration reuuirem~s no ?ater tktn December 12.2003; however, food fa$itks 

‘You may obtain a full copy of the Act at httn://thomtas.loc. gov, and seazrcl&,g with Bill 
number I3.R 3448. 
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must register with FDA by this date even ZFDA has not issued f&al rcguMms. ‘Ilw 
Bioterroxism Act exempts Smns, mtamantq o&r retair food establi&mmts, nonpmfit 
f&d estab&&ments in which food is prepared for or tmved chwtly to the consumer; md 
itidhg vessels (except such vessels engaged in prcmming as de&ml in 21 CFR 
123.3(k)) from the requirmt to register. Also, fbnzign fW&ies subject to the 
registration rtxpirm are limited to those that man-, process, pack, or hold 
f&d, only iffood from such f&&y is exported to the United States w&bout fiu-tk 
procwing or packaging outside the United States. 

x I  e&on306 - _ (EztabbsbmsntandMaintenanceofRe r&l CO - requircsthe secretary, 
through ,mA to issue find. redations bv Decmnher 12.2003. to estabfisb requimments 
kbr the creation IT& ma&manm of records needed to detem&e the immdiate previous 
sources and t.h& immediate subsequent recipients of food, (Le., one up, one down), Such 
records arc to allow FDA to address cmdiile threats of serious adverse health 
consequences or death to humans or animals. EMities subject to tbese provision are 
those that mart-, process, p& t-mnsport, dishibvte, receive, hold or import f&d. 
FZNlIISand ms are ext3lnpt fi-om i.llcse l-eqws. 

X $kction 3Q7 mr Notice of Imported Food Stir1 - requires that pzior uotice of 
fiod shipments be given to FDA. The notice must include a description of the article, 
the rnt?nbr and shipper, the grower (ifknown), the col3n.Q of ori& the colmtry 
hm which the article is shipped, and the anticipated port of entry. The Secretary, 
though m must &sue fina.‘! rqgdations bv Demmber 12.2003.. while we iSly expect 
reguIationstobeissuedbytirisd~,ffsuchregulatio~are~tissued,thc,statutestill 
~quires~~sMprovide~lesst~8hoursaadnomorethan5ctauenoti~to~A 
until the regulation takes edikt. 

X Suction 303 (A&G&tmGve Dete&onj. - authorizes the Secretmy through FDA, to order 
the detention offood ifau 0fEcer or qualified fm~ployee finds credible ewidence or 
infbrrnation indicaa an articie presents a threat of serious adverse heakh consquences 
ordeathtohun3ansoranimals. TheActTequirestheSecretary,througbFD&toiss~ 
final regulations to expedite court actions on p&&able foods. No time Ikane is 
specified- 

Unless exemptal, these provisions apply to alI fhcilities for alI types of food products regulated 
by FDA, in&.Cf& dicta-y supplements. 

B. FDA% Regulation Development Plans 

Wbile tZae statute establishes ambitious deadlines ibr each of the above provisions, I want to 
underxo~~ttbeSecretarybasmaileitc~thathe~FDAtomeetthem. Ourgoalista 
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pub&h proposed regulations by the end Of this C- yeas, aad We pb to ofI& at least a 60- 
day comment period. 

We also are uomnhd to nmiving aad consideriug the input from stakeholders as we develop 
the proposed and final re&ulations. Before issu& these proposed rules, FDA wiii seek to 
i&m@ stakeholders’ conuerns and potential options for addressing t&x& I&ring the couanml 
period, we plan to hold several public meetings at various locations across the country to explain 
the proposed regulatory mquiremeuts, auswer questions and reCeiv6 add&ml comment, 

We also have opened public do&eta ibr each regulation and are ready to mceive iuput fjxm you 
now. Coruments would be most hdpfbl ifyou not only identay any COIBXITB y-011 may have, but 
also provide both your Bed solution and auy suppoe data, ifapplicable. Also, to 
the extent fkasibb, we u&d amtie reueivh-z~v id&l comsoents YOU mavha by QUA 
30&$2. ~ybrnit. with uoy to the Dockets Management Branch (EEA-30:, l?o$ aud 

drrumtmt~.~n, 5630 F&ers Lane, rm. 1061, Rockvihe, MD 208S2. Submit electronic 
cmntuents to httu://www,fda.~ov/dockers/ecomment . We request that you $mit two copies 
of any written comments, except ti-itlcHd& may SubJlGt one copy. Pka!Je ensure that you 
illdude ia your submis8ion th6 douk6t Ilwnber that applies to your cormaent &om the list below; 

. Section 305 (Icegistration) Docket No. 02N-0276 

. Sectioo 306 (Remrdkeepiug) Docket No. OZN-0277 

. Section 307 (Prior Notice) Do&et No. 02MI278 

. Section 303 (petention) Docket No. 02N-0275 

If you would like to review commetis FDA has received, you may do so at the Dock& 
Management Brauch between 9 am. and 4 pm, Monday through Friday. 

Wahia the FJIA, Ms. Linda Skhdmy, FDA’s Senior Associate Ccmmis&w for External 
Redations, will save as the focal poiut for om outreach eIi&ts. The Center fbr Food Safety & 
Applied Nutrition (CFSAN) will take the lead for the regulations development process. 
Mr. L. RobeaL&, CHAN’sm or of the mice omegulations aud Policy, wiu serve as 
senior nmnager ofthis &l&t. Ms. Leslye M. Fraser, CFSAN’s Associate Director fbr 
Regulations, will srmfe as the ovedliead f&the regulations workgroups. Addition contact 
ir&brmELtion is contained in Attachment B. 

Lllstly, many oftheranaining provisions in Title III, Subtitle A of the Bioterrorism Act are 
tzfE&ve now. Ca&tent with our good gu&mx practice (GGP) regul&ons, 21 CFR 10.115, 
FDA plaas to issue guidance do- for several of these provision prior to implementing 
&em broadly- Please note &at ifFDA deems it necessary to use this uew statutory autho&y to 
protect the public health prior to issuing written guidance, it will do so OR a 4zase+y<m basis 
after consulting with senior officials in the af&cted District ami wi&iu Headquartera 

3 
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I hope that you have fpuad this il&ormatioa MpfuL A&pin7 the secretary, Dr. Crawford mcj I 
cormnieted to mfz-etbg the statutory deadlines rqujred to irqkmmt the pxmG.ons ofthe 

~terrorism Act titi to ikrther protect the safety of the fbod supply, 

Sincerely, 

Joseph A Levitt 
Director 
Cerrter for Food S&ty 

and Applied Nuti 

cc: Dr. Lester crawf-ord 
Deputy Commjssio~ 


